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Application No. 

09/368,010 



Examiner 

Mary E. (Molly) Ceperley 



Applicant(s) 

KASPER ET AL 



Art Unit 

1641 



The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under ttie provisions of 37 CFR 1 .136 (a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to communication(s) filed on AuQust22. 2001 . 
2a)[3 This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1-82 is/are pending in the application. 

4a) Of the above claim(s) 1-10. 13-30. 34-49. 52-60, and 62-82 is/are withdrawn from consideration. 

5) 0 Clalm(s) is/are allowed. 

6) 13 Claim(s) 11, 12. 31-33. 50. 51. and 61 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claims are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) n The drawing(s) filed on is/are objected to by the Examiner. 

11) 0 The proposed drawing correction filed on is: 8)0 approved b)n disapproved. 

12) 0 The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. 8 119 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. ^ 1 19(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 ■□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14)n Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 



Attachment(s) 

1 5) □ Notice of References Cited (PT0.892) 1 8) □ Inteiview Summary (PTO-41 3) Paper No(s). 

1 6) Q^otice of Draftsperson's Patent Drawing Review (PTO-948) 1 9) □ Notice of Informal Patent Application (PTO-1 52) 

1 7) )^ Information Disclosure Statement(s) (PTO-1 449) Paper No(s) . 20) Q Other: 
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Application/Control Number; 09/368,010 
Art Unit: 1641 

1. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying out 
his invention. 

2. Claims 11, 12, 31-33, 50, 51 and 61 are rejected under 35 U.S.C. 112, first paragraph, as being 
based on a specification which does not contain an adequate enabling written description of how to 
make the claimed monoclonal antibodies. 

Claim 11, as amended, now recites antibodies having specific affinity and cross-reactivity 

limitations which were not recited in earlier versions of the claim. Based on the level of ordinary skill 

in the monoclonal antibody producing art, it is considered that the description in the specification is 

inadequate to enable one of ordinary skill in the art to produce a monoclonal antibody having the 

specific characteristics recited in claim 11. Factors to be considered in determining whether undue 

experimentation is required are summarized in In re Wands {%SS F2d 731, 737, 8 USPQ2d 1400, 

1404 ((Fed. Dir. 1988)). The factors most relevant to this rejection are the scope of the claim, the 

amount of direction or guidance provided, the unpredictability in the art and amount of 

experimentation required to enable one of skill in the art to practice the claimed invention. In the 

instant case, there can be no reasonable assurance that a process of screening monoclonal 

antibodies prepared using the immunogen of Example 2 would yield monoclonal antibodies having: 

.. "a binding affinity for tacrolimus of about 3.7 x 10^ liters/mole, that cross-reacts with 
13-demethyl tacrolimus" and "less than about 8% cross-reactivity to all of the following 
tacrolimus metabolites: 15-demethyl tacrolimus; 31-demethyl tacrolimus; 13,31- 
didemethyl tacrolimus; 15,31-dedemethyl tacrolimus; and 12-hydroxy tacrolimus". 

The amount of guidance or direction needed to enable an invention is inversely related to the 
amount of knowledge in the state of the art as well as the predictability in the art {In re Fisher, 427 F.2d 
833, 839, 166USPQ 18, 24 (CCPA 1970)). In view of the limited number of working examples (i.e. the 
preparation of only o/ie monoclonal antibody having the required characteristics), the unpredictability in 
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the art and the specificity required for the monoclonal antibodies of the claims, it would take an undue 
amount of experimentation for one skilled in the art to practice the invention as claimed. 

Applicants' attention is directed to In re Lundak, IIZ F.2d. 1216; 117 USPQ 90 (CAFC 1985); 
MPEP, Chapter 2400; 37 CFR 1.801-1.809 and Ex parte Eriich, 3 USPQ2d 1011 for further information 
concerning deposit practice. 



3. Applicants' amendment necessitated the new ground(s) of rejection presented in this Office action. 
Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is reminded of the 
extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS from 
the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the mailing date 
of this final action and the advisory action is not mailed until after the end of the THREE-MONTH 
shortened statutory period, then the shortened statutory period will expire on the date the advisory 
action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing 
date of the advisory action. In no event, however, will the statutory period for reply expire later than SIX 
MONTHS from the date of this final action. 

4. Any inquiry concerning this communication or earlier communications from the examiner should be 
directed to Mar/ E. (Molly) Ceperley whose telephone number is (703) 308-4239. The examiner can 
normally be reached from 8 a.m. to 5 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Long Le, can be reached on (703) 305-3399. The fax phone number for the organization where this 
application or proceeding is assigned is (703) 305-7230. 

Any inquiry of a general nature or relating to the status of this application or proceeding should 
be directed to the receptionist whose telephone number is (703) 308-1234, 
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